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DETAILED ACTION 
Notice of Amendment 

In response to the amendment filed on January 26, 201 1 , amended claim 1 is 
acknowledged. The following new grounds of rejection are set forth: 
Claim Objections 

Claim 92 is objected to under 37 CFR 1.75(c), as being of improper dependent 
form for failing to further limit the subject matter of a previous claim. Applicant is 
required to cancel the claim(s), or amend the claim(s) to place the claim(s) in proper 
dependent form, or rewrite the claim(s) in independent form. The claim fails to further 
limit independent claim 43 from which it is depend with the current language "the 
external sheath extends over at least 50% of the internal sheath". As per the telephonic 
interview, newly added language "circumferentially surrounding" read in view of the 
specification is to mean that the external sheath completely surrounds the internal 
sheath. Thus, claim 92 fails to further limit claim 43. 

Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21 (2) 
of such treaty in the English language. 
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Claims 43, 48-50, 73-76, 79, 81-84, 86-89, 92 and 94-97 are rejected under 35 
U.S.C. 102(b) as being anticipated by U.S. Patent No. 5,201,908 to Jones. 

In regard to claim 43, Jones discloses a sheath assembly 30 for a probe, 
comprising: an internal sheath 37 configured to isolate a probe 16 from body fluids; and 
an external sheath 36 circumferentially surrounding the internal sheath (see Figs. 7-8), 
the external sheath configured to define a channel for passing fluids, tools or working 
tubes and the internal and external sheaths being connected to each other (via cap 40, 
see Figs. 2-6 and Col. 4, Lines 38-67), wherein the external sheath and the internal 
sheath are not coupled along their length (see Col. 5, Lines 25-42), and wherein the 
internal sheath is not affected when tools or working tubes are passed through the 
channel (see Figs. 1-2). 

In regard to claims 48 and 96, Jones discloses a sheath assembly for a probe, 
wherein the internal and external sheaths are connected substantially only at a plurality 
of circumferential points at a distal end of the external sheath (see Figs. 5-6). The 
internal and external sheaths are connected to one another via cap 40 which sealing 
engages each of the access channels and sheath to one another. Figure 8 clearly 
shows that the access channels 60a-c, endoscope channel 37 and external sheath 36 
are clearly not coupled along a lenthg thereof and are simply connected to one another 
via cap 40. 

In regard to claim 49, Jones discloses a sheath assembly for a probe wherein 
the internal and external sheaths coextend at their distal ends, such that their distal 
ends extend to a same point (Figs. 4-5). 
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In regard to claim 50, in an alternate interpretation of the cited reference, Jones 
discloses a sheath assembly 30 for a probe, comprising: an internal sheath 60c 
configured to isolate a probe 66 from body fluids; and an external sheath 36 
circumferentially surrounding the internal sheath (see Figs. 7-8), the external sheath 
configured to define a channel for passing fluids, tools or working tubes and the internal 
and external sheaths being connected to each other (via cap 40, see Figs. 2-6 and Col. 
4, Lines 38-67), wherein the external sheath and the internal sheath are not coupled 
along their length (see Col. 5, Lines 25-42), and wherein the internal sheath is not 
affected when tools or working tubes are passed through the channel (see Figs. 1-2) 
and wherein the internal extends beyond the distal end of the external sheath (Figs. 2-3 
and Col. 6, Line 9-20). 

In regard to claim 73, Jones discloses a sheath assembly for a probe wherein at 
least one channel 60a-c is defined between the external sheath and the internal sheath 
along at least a portion of the sheath assembly (Fig. 8). 

In regard to claim 74, Jones discloses a sheath assembly for a probe wherein at 
least one channel 60c is open at the distal end of the sheaths (see Fig. 2 and Col. 6, 
Lines 1-8). 

In regard to claim 75, Jones discloses a sheath assembly for a probe wherein 
the channel does not surround the entire internal sheath (Figs. 7-8). 

In regard to claim 76, Jones discloses a sheath assembly for a probe wherein 
there are two channels 60a-c (see Figs. 7-8 and Col. 5, Lines 15-25). 
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In regard to claim 79, Jones discloses a sheath assembly for a probe wherein 
the external sheath and the internal sheath are connected to a proximal connector 34 
(see Fig. 1 and Col. 3, Lines 32-67). 

In regard to claim 81, Jones discloses a sheath assembly for a probe wherein 
the external sheath is sealed at its distal end via cap 40 (see Col. 4, Lines 40-67) 

In regard to claim 82, Jones discloses a sheath assembly for a probe wherein 
the internal sheath comprises an imaging window 48 at its distal end (see Col. 4, Lines 
28-38). 

In regard to claims 83-84 and 86, Jones discloses a sheath assembly for a 
probe wherein the internal and external sheaths are foldable, bendable and/or 
stretchable (see Col. 4, Lines 8-17). The sheaths are fully capable of being bent, folded 
or stretched. 

In regard to claim 87, Jones discloses a sheath assembly for a probe wherein a 
sheath assembly wherein the internal and external sheaths have substantially the same 
thickness (see Figs. 8). 

In regard to claim 88, Jones discloses a sheath assembly for a probe wherein 
the internal and external sheaths are formed from the same material (see Col. 4, Lines 
8-17). 

In regard to claim 89, Jones discloses a sheath assembly for a probe wherein, a 
rigid pipe section 34 is located at the proximal end of the internal sheath (see Col. 3, 
Lines 63-67). 
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In regard to claim 92, Jones discloses a sheath assembly for a probe wherein, 
wherein the external sheath extends over at least 50% of the internal sheath (See Figs. 
7-8). 

In regard to claim 94, Jones discloses a sheath assembly for a probe wherein 
the internal sheath is bendable, configured to bend longitudinally around corners while 
the sheath assembly is inserted into a patient (see Fig. 1 and Col. 4, Lines 8-17). 

In regard to claim 95, Jones discloses a sheath assembly for a probe wherein 
the external sheath is folded (i.e. rolled) (See Col. 6, Lines 35-43). In regard to the 
limitation "during insertion into the body", it has been held that a recitation with respect 
to the manner in which a claimed apparatus is intended to be employed does not 
differentiate the claimed apparatus from a prior art apparatus satisfying the claimed 
structural limitations. Ex parte Masham, 2 USPQ2d 1647 (1987). If the prior art 
structure is capable of performing the intended use, then it meets the claim. Thus, the 
sheath is fully capable of being folded onto the endoscope as it is inserted into the body. 

In regard to claim 97, Jones discloses a sheath assembly for a probe wherein 
the channel imparts an asymmetrical force on the internal sheath when tools or working 
tubes are passed through the channel (see Figs 7-8). 

Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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Claim 80 is rejected under 35 U.S.C. 103(a) as being unpatentable over U.S. 
Patent No 5,201 ,908 to Jones in view of U.S. Patent No 7,431 ,694 to Stefanchik et al. 

In regard to claims 80, Jones discloses a sheath assembly for a probe (see 
rejection above) but is silent with respect to the external sheath is formed with an 
internal notch capable of receiving a dovetail of a working tube. Stefanchik et al. teach 
of an analogous endoscopic sheath comprising an attachment flange 25 for connecting 
rail 30 to endoscope 100. A sheath 80 surrounds endoscope 100 and rail 30. Rail 30 
can be joined to an inner surface of sheath 80. Such an embodiment allows passage of 
mating member 40 and accessory 50 within sheath 80, providing for atraumatic 
passage along the tissue surface (see Fig. 6). It would have been obvious to one 
skilled in the art at the time the invention was made to provide an internal notch capable 
of receiving a dovetail of a working tube in the apparatus of Jones to provide an 
alternate means for inserting a working tube to a target site within the body as taught by 
Stefanchik et al. 

Claim 85 and 90 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
U.S. Patent No 5,201 ,908 to Jones in view of U.S. Patent No 7,431 ,694 to Stefanchik et 
al. 

In regard to claims 85 and 90, Jones discloses a sheath assembly for a probe 
(see rejection above) but is silent with respect to the external sheath being non- 
collapsible and non-elastic. Bacich et al. teach of an analogous endoscopic sheath 
wherein the external sheath is non-elastic (Col. 14, lines 25-29). Furthermore, Bacich 
discloses that the external sheath is non- self collapsible (Col. 1 4, lines 8-12). It would 
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have been obvious to one skilled in the art at the time the invention was made to 
provide a non-collapsible external sheath in the apparatus of Jones to provide an 
alternate means allowing for easier and faster insertion of an instrument therethrough 
during a surgical procedure as taught by Stefanchik et al. It is well known in the art to 
provide both rigid and flexible endoscope shafts dependent upon the surgical procedure 
being performed. Additionally, Jones discloses the external sheath being made of 
rubber (see Col. 4, Lines 1 5-1 7). It is possible to construct a sheath from rubber that is 
non collapsible. 

Response to Arguments 

Applicant's arguments with respect to claims 43, 48-50, 73-76, 79-90, 92 and 94- 
97 have been considered but are moot in view of the new ground(s) of rejection. 
Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
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the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MATTHEW J. KASZTEJNA whose telephone number is 
(571)272-6086. The examiner can normally be reached on Mon-Fri, 8:30-6:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thomas J. Sweet can be reached on (571) 272-4761 . The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 

Patent Application Information Retrieval (PAIR) system. Status information for 

published applications may be obtained from either Private PAIR or Public PAIR. 

Status information for unpublished applications is available through Private PAIR only. 

For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 

you have questions on access to the Private PAIR system, contact the Electronic 

Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 

USPTO Customer Service Representative or access to the automated information 

system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Matthew J Kasztejna/ 

Primary Examiner, Art Unit 3779 

2/4/1 1 



